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(3) With respect to authorized generic
products, the term ‘manufacturer”
will also include the original holder of
the NDA.

(4) With respect to drugs subject to
private labeling arrangements, the
term ‘‘manufacturer’ will also include
the entity that does not possess legal
title to the NDC.

National drug code (NDC) means the
11-digit numerical code maintained by
the FDA that indicates the labeler,
product, and package size, unless oth-
erwise specified in this part as being
without respect to package size (that
is, the 9-digit numerical code).

National rebate agreement means the
rebate agreement developed by CMS
and entered into by CMS on behalf of
the Secretary or his designee and a
manufacturer to implement section
1927 of the Act.

Nominal price means a price that is
less than ten percent of the AMP in the
same quarter for which the AMP is
computed.

Noninnovator multiple source drug
means (1) a multiple source drug that
is not an innovator multiple source
drug or a single source drug, (2) a mul-
tiple source drug that is marketed
under an abbreviated NDA or an abbre-
viated antibiotic drug application, or
(3) a drug that entered the market be-
fore 1962 that was not originally mar-
keted under an original NDA.

Rebate period means a calendar quar-
ter.

Single source drug means a covered
outpatient drug that is produced or dis-
tributed under an original NDA ap-
proved by the FDA, including a drug
product marketed by any cross-li-
censed producers or distributors oper-
ating under the NDA. It also includes a
covered outpatient drug approved
under a biological license application,
PLA, ELA, or ADA.

States means the 50 States and the
District of Columbia.

[72 FR 39239, July 17, 2007, as amended at 73
FR 13788, Mar. 14, 2008; 73 FR 58497, Oct. 7,
2008; 75 FR 69597, Nov. 15, 2010]

§447.504 [Reserved]

§447.505 Determination of best price.

(a) Best price means, with respect to a
single source drug or innovator mul-
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tiple source drug of a manufacturer (in-
cluding any drug sold under an NDA
approved under section 505(c) of the
FFDCA), the lowest price available
from the manufacturer during the re-
bate period to any entity in the United
States in any pricing structure (includ-
ing capitated payments), in the same
quarter for which the AMP is com-
puted. Best price shall be calculated to
include all sales and associated re-
bates, discounts and other price con-
cessions provided by the manufacturer
to any entity unless the sale, discount,
or other price concession is specifically
excluded by statute or regulation or is
provided to an entity specifically ex-
cluded by statute or regulation from
the rebate calculation.

(b) For purposes of this section, pro-
vider means a hospital, HMO, including
an MCO or entity that treats or pro-
vides coverage or services to individ-
uals for illnesses or injuries or provides
services or items in the provision of
health care.

(c) Prices included in best price. Except
with respect to those prices identified
in paragraph (d) of this section, best
price for covered outpatient drugs in-
cludes the following prices and associ-
ated rebates, discounts, or other price
concessions that adjust prices either
directly or indirectly—

(1) Prices to wholesalers;

(2) Prices to any retailer, including
rebates, discounts or other price con-
cessions that adjust prices either di-
rectly or indirectly on sales of drugs;

(3) Prices to providers (for example,
hospitals, HMOs/MCOs, physicians,
nursing facilities, and home health
agencies);

(4) Prices available to non-profit en-
tities;

(5) Prices available to governmental
entities within the United States;

(6) Prices of authorized generic drugs,
sold by the primary manufacturer in
accordance with §447.506(d) of this sub-
part;

(7) Prices of sales directly to pa-
tients;

(8) Prices available to mail order
pharmacies;

(9) Prices available to outpatient
clinics;
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(10) Prices to other manufacturers
who act as wholesalers and do not re-
package/relabel under the purchaser’s
NDC, including private labeling agree-
ments; and

(11) Prices to entities that repackage/
relabel under the purchaser’s NDC, in-
cluding private labeling agreements, if
that entity also is an HMO or other
non-excluded entity.

(d) Prices excluded from best price. Best
price excludes:

(1) Any prices on or after October 1,
1992, charged to the IHS, the DVA, a
State home receiving funds under 38
U.S.C. 1741, the DoD, the PHS, or a cov-
ered entity described in section
1927(a)(5)(B) of the Act (including inpa-
tient prices charged to hospitals de-
scribed in section 340B(a)(4)(L) of the
PHSA);

(2) Any prices charged under the FSS
of the GSA;

(3) Any prices provided to a des-
ignated SPAP;

(4) Any depot prices and single award
contract prices, as defined by the Sec-
retary, of any agency of the Federal
Government;

(5) Any prices charged which are ne-
gotiated by a prescription drug plan
under Part D of title XVIII, by any
MA-PD plan under Part C of such title
with respect to covered Part D drugs,
or by a Qualified Retiree Prescription
Drug Plan (as defined in section 1860D-
22(a)(2) of the Act) with respect to such
drugs on behalf of individuals entitled
to benefits under Part A or enrolled
under Part B of Medicare;

(6) Rebates under the national rebate
agreement or a CMS-authorized supple-
mental rebate agreement paid to State
Medicaid Agencies under section 1927 of
the Act;

(7) Prices negotiated under a manu-
facturer-sponsored drug discount card
program;

(8) Manufacturer coupons redeemed
by a consumer, agent, pharmacy or an-
other entity acting on behalf of the
manufacturer; but only to the extent
that the full value of the coupon is
passed on to the consumer and the
pharmacy, agent, or other entity does
not receive any price concession;

(9) Goods provided free of charge
under a manufacturer’s patient assist-
ance programs;

§447.506

(10) Free goods, not contingent upon
any purchase requirement;

(11) Nominal prices to certain enti-
ties as set forth in §447.508 of this sub-
part;

(12) Bona fide service fees; and

(13) PBM rebates, discounts, or other
price concessions except their mail
order pharmacy’s purchases or where
such rebates, discounts, or other price
concessions are designed to adjust
prices at the retail or provider level.

(e) Further clarification of best price.
(1) Best price shall be net of cash dis-
counts, free goods that are contingent
on any purchase requirement, volume
discounts, customary prompt pay dis-
counts, chargebacks, returns, incen-
tives, promotional fees, administrative
fees, service fees (except bona fide serv-
ice fees), distribution fees, and any
other discounts or price reductions and
rebates, other than rebates under sec-
tion 1927 of the Act, which reduce the
price available from the manufacturer.

(2) Best price must be determined on
a unit basis without regard to package
size, special packaging, labeling or
identifiers on the dosage form or prod-
uct or package, and must not take into
account prices that are nominal in
amount as described in §447.508 of this
subpart.

(3) The manufacturer must adjust the
best price for a rebate period if cumu-
lative discounts, rebates, or other ar-
rangements subsequently adjust the
prices available from the manufac-
turer.

§447.506 Authorized generic drugs.

(a) Authoriced generic drug defined.
For the purposes of this subpart, an au-
thorized generic drug means any drug
sold, licensed, or marketed under an
NDA approved by the FDA under sec-
tion 505(c) of the FFDCA; and mar-
keted, sold, or distributed under a dif-
ferent labeler code, product code, trade
name, trademark, or packaging (other
than repackaging the listed drug for
use in institutions) than the brand
drug.

(b) Inclusion of authoriced generic
drugs in AMP. A manufacturer holding
title to the original NDA of the author-
ized generic drug must include the
sales of this drug in its AMP only when
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